
Siemens Medical Solutions USA, Inc. ACUSON SequoiaT M Ultrasound System
Ultrasound Division SEP 2 2 2005 Special 5 10(k) Submission

SECTION 11

5 10(k) Summary of Safety and Effectiveness

Sponsor: Siemens Medical Solutions USA, Inc., Ultrasound Division
1230 Shorebird Way
P.O. Box 7393
Mountain View, California 94039-7393

Contact Person: Iskra Mrakovi'6
Manager, Regulatory Affairs
Telephone: (650) 694-5004
Fax: (650) 943-7053

Submission Date: September 1, 2005

Device Name: Sequoia Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification:

Regulatory Class: IL
Review Category: Tier LI
Classification Panel: Radiology

21 CFR 892.1550
FR # Product Code

Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System 892.1560 90-IYO
Diagnostic Ultrasound Transducer 892.1570 90-fTX
Diagnostic Intravascular Catheter 870.1200 90-DQO

Predicate Device:

*# K(051139 (May 13, 2005) cleared as ACUSON Sequoia'm Diagnostic Ultrasound
System.
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Siemens Medical Solutions USA, Inc ACUSON SequoiaTM Ultrasound Sysiem

Ultrasound Division Special 510(k) Submission

Device Description:

The Sequoia system is a multi-purpose diagnostic ultrasound system with accessories

and proprietary software, and is substantially equivalent to our current product that is

already cleared for USA distribution under the following 5 10(k) PreMarket Notification
number:

* # K051139 (May 13, 2005) cleared as ACUSON SequoiaTM Diagnostic Ultrasound
System.

The Sequoia Diagnostic Ultrasound System has been designed to conform to the

following product safety standards:

* UL 2601-1, Safety Requirements for Medical Equipment
* CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment

* AIUM/NEMA UD-2, 1998, Acoustic Output Measurement Standard for Diagnostic
Ultrasound

* AIUM/NEMA UD-3, 1998, Standard for Real Time Display of Thermal and

Mechanical Acoustic Output Indices on Diagnostic Ultrasound Equipment
* 93/42/EEC Medical Device Directive

* Safety and EMC Requirements for Medical Equipment
* EN 60601-1

* EN 60601-1-1
* EN 60601-1-2

* ISO 10993 Biocompatibility
* The system's acoustic output is in accordance with ALARA principle (as low as

reasonably achievable)

Intended Use:

The Sequoia platform is intended for use in the following applications:

General Imaging and Cardiology for Fetal, Abdominal, Intraoperative (abdominal and

neurological), Pediatrics, Small Organs (breast, testes, thyroid, penis and prostate),

Neonatal/Adult Cephalic, Cardiac (adult, pediatric, and neonatal), Trans-esophageal,

Transrectal, Transvaginal, Peripheral Vessel, and Musculo-sceletal (superficial and

conventional) applications, and intended uses as defined in the FDA guidance document.

The system also provides for the measurement of anatomical structures and for

analysis packages that provide information that is used for clinical diagnosis purposes.
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Siemens Medical Solutions USA, Inc. ACUSON SequoiaT M Ultrasound SystCm

Ultrasound Division Special 510(k) Submission

Technological Comparison to Predicate Device:

The Sequoia is substantially equivalent in its technologies and functionality to the

Sequoia Diagnostic Ultrasound System that is already cleared under 5 10(k) premarket

notification number K051139.

The Sequoia functions in the same manner as other diagnostic ultrasound systems, in

that they transmit ultrasonic energy into the body via a transducer. In the body, acoustic

impedance of different tissues reflect different amounts of ultrasound energy back to the

transducer, where post processing of received echoes is performed to generate two-

dimensional on-screen images of anatomic structures and fluid flow within the body.

Doppler principles are used to process reflected ultrasound energy to display moving

blood as a spectrum, or as color-coded two-dimensional images. All predicate devices

listed above, allow for specialized measurements of structures and flow, and provide

various calculations' functions.

Remaining of the page left blank intentionally.

Section I1 510(k) Summary of Safety and Effectiveness Pg. 3 of 3



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
SEP 2 2 2005 9200CorporateBoulevard

Rockville MD 20850

Mr. Iskra Mrakovik
Manager, Regulatory Affairs
Siemens Medical Solutions USA, Inc.
1230 Shorebird Way
P.O. Box 7393
MOUNTAIN VIEW CA 94039-7393

Re: K052410
Trade Name: SequoiaTM Ultrasound System
Regulation Number: 21 CFR 892.1550, 21 CFR 892.1560, and 21 CFR 892.1570

Regulation Name: Ultrasonic pulsed doppler imaging system
Ultrasound pulsed echo imaging system
Diagnostic ultrasonic transducer

Regulatory Class: II
Product Code: IYN, LYO, and ITX
Dated: September 1, 2005
Received: September 2, 2005

Dear Mr. Mrakovit:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of the

Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to

the general controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for

use with the Sequoia TM Ultrasound System, as described in your premarket notification:

Transducer Model Number

4C I EV8C4
5C2 6L3
6C2 8L5
8C4 8L5T

ECI0c5 13L5SP



Page 2 - Mr. Mrakovit

15L8 7V3c
15L8w 8V3

V5M TEE 8V5
V7M TEE I 0V4
V7B TEE AUX CW

3V2c AcuNav (IC 10V5 or 1COE) Ultrasound
4V1 Catheter
4Vlc AcuNav 8F Ultrasound Catheter

4V2 Apollo
5V2c

If your device is classified (see above) into either class IL (Special Controls) or class III (PMA),

it may be subject to such additional controls. Existing major regulations affecting your device

can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA

may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete

information, including acoustic output measurements based on production line devices, requested

in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special

report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be.

considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and

prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus permits your device to
proceed to market.
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if you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain

other general information on your responsibilities under the Act from the Division of Small

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industlW/suport/indexhtml

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at

(301) 594-1212.

Sincerely yours,

fr Nancy C. Brogdon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



ACUSON Sequoia TM Uhirawund System
Siemens Medical Solutions USA, Inc. Special 510(k) Submison

Ulhrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: Sequoiat m Ultrasound System

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined
Doppler (Amplitude) Velocity (Specify) imaging

Doppler Imaging

Ophthalmic
Fetal P P P .P

Abdominal PP P PPPAb-d..,W ~ ~ ~~P P P P*

Intraopefative P P P Pt

Abdominal
lntraoperative P P P. P

Neurological

Pediatric P pP p

Small Organ PP P P P P

(specifyl*
Neonatal Cephalic P P p' P

Adult Cephalic P P P P P P
Cardiac P P P

Trans-esophageal P p P

Transvrdal P P P P.
Transvagial - P p p P P P P P

Transareinral
-Intravascular

Peripheral Vessel P P P P P

Laparoscopic
Musculo-skeletal P P P P
(Conventional)
Muscxulo-skeletal P P P P P

(Superficial)- ___

Other (specify)* * * P P* p Pp

P=previously cleared by the FDA under premarket notifications #K051139, #041319,,

#K(002807, #K(992631, #K(992580. #K(973767, #K935595/S I.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD. B+Color Doppler, B+M+ Color Doppler.

B+PWD+Color Doppler. B +CWD+Color Doppler, B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B-Clarif¥ V E

**small organs (breast, testes. thyroid, penis)

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal.
and Radiological Devices
510(k) Number -

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. [ of 29



ACUSON Sequoia T M Ultrasound System
Siemens Medical Solutions USA, Inc Special Ultrso Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 4C1

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Cobnd Huoi_W_ pwr) _~~WD Color -~Combinied Harmonic

Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic
Fetal P P P P P ~~~~~~~~P.
Abdominal P pP P P P P

lnlraoperatve
Abdominal
fitraoperativt
Neurological

Pediatric PP p p p P

Small Organ P P P P P P pP.

(specify)**
Neonatal Cephalic

Adult Cephalic
Cardiac PP p P P
Trans-esophageal
Transrczca
Transvaginal
Transurethrat
Intravaseular
Peripheral Vessel P P P P P P

Laparoscopic
Musculo-skeletal
(Conventional)
Musculooskeletal
(Superficial)

(secify)

P=previously cleared by the FDA under premarket notifications #K051139. #K041319, #KO02114, #K(22567. and

#K002807.

Additional Comments:

*Combinations include: B+M , B+PWD, B+CWD. B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler. B+CWD+Color Doppler, B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+Clarify VE

**small organs (breast, testes, thyroid. penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Pr ription Use (Pe 21 CFR 801.109)

(Division Sign-Off) /
Division of Reproductive, Abdominal,
and Radiological Devices /m'r-.J//
510(k) Number_ le45;__I______

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 2 of 29



ACUSON ScquoiaTM Ultrasound Syslem

Siemens Medical Solutions USA, hnc Sp~ccial 510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 5C2

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M PWD CD Color Por Color Cmbined Harmonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic -

Fetal PP p~ p- -T p P*p~~~~~~~~~~~~P F

Abdominal p p P

dirP P p P Pp

~~~~~~~~P

bominallgan

~~~~~CNcurneuroflDH fieofgeiceEaluation..ODE

-- ~~ ~- -~ U P P 21CR8119

~~~~~~~DvSiomfRpoucie boiall ra

(specify)*
Neonatal Cephalic...

Adult Cephalic _

Cardiac PP ~~P P P p .P

Trans-esophageal ..

TransrectalI ..

Transnvg ......l
Transurethrall . . . .

Intravascunlar

peripheral Vessel P p p P P P PF P
Laparoscopic

Musculo-skctlctal
(Conventional)

Musc2ulo-skeletal
(Superficial)

Other (specify)

p=previously cleared by the FDA under premarket notifications#1013,1(439#(324,#026,
#K(002807. and #K(973767.

Additional Comments:

*Combinations include: B+M. B+PWD. B+CWD, B+Color Doppler. B+M+ Color Doppler,

B+PWD+Color Doppler. B+CWD+Color Doppler, B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+iClarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHt, Office of Device Evaluation (ODE)

Prescr/pa/on Use (Per 21 CFR 801.109)

(Division Sign-Off)V
Division of Reproductive. Abdominal./
and. RdioloicalDeis
510(k) Number t'" ~," -' ,-II f'"'

Scection 6 Diagnostic Ultrasound Indications for Use Fonn Pg. 3 of 29



ACUSON Sequoia
TM Uhr~asound System'

Siemens Medical Solutions USA, Inc. Special 51(is) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 6C2

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Haonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic

Abdominal P P P P pPpP p P pP~~~~~~P P

Intraoiperative P P

Abdominal
Inropetive P P P P P

Neurological
~~~~~~~p. pPediatric PP P PPp

Smalil Oran P P P P PP P

(specify)*

Neonatal Cephalic

Adult Cephaic ~~~~~~~~p,
Cardiac PP P P PP p

Trans-esophageal
Trsractal
Transvaginal

Intravascular

Peripheral Vessel P P P P PPP~~~~~~~~~Pc P

Lapamoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Otherr(specify) -

P=previously cleared by the FDA under premarket notifications #K051139. 9, #K032114, and

#K002807.

Additional Comments:
*Combinations include: B+M. B+PWD. B+CWD. B-Color Doppler. B+M+ Color Doppler,

B+PWDD+Color Doppler, B+CWD+ Color Doppler. B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler, B+CWD+Powe Doppler. B+iClarif¥ VE

**small organs (breast, testes. thyrod, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) V
Division of Reproductive. Abdominal.
and Radiological Devices
510 ,k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg- 4 of 29



Siemens Medical Solutions USA, inc ACUSON SequoiaT
M Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 8C4

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M pWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P p P ~~~~~~~~P.
Abdominal P P p P p Pp

In rative ~ ~~~~ ~ ~ P* P
Intraopetrative P P P P
Abdominal
Intraoperafive P P P p pPp. p

Neurological
Pediatric P P P P

Small Organ
(specify)**
Neonatal Cephalic
Adult Cephalic

[Cardiac P P P P P PP~~~P
Trans-esophageal
Transetdal
Transvaginal
Trasutthral
Intravascular

P.
PeriphrlVse
Laparoscopic
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319 #032114, # 225

#K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD. B+CWD. B+Color Doppler. B+M+ Color Doppler.

B+PWD+Color Doppler. B4CWD+Color Doppler. B+Pow er Doppler.

B+M+Power Doppler. B+PWD+Power Doppler, B+PCWD+Power Doppler. B+Clarifv VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off}
Division of Reproductive, Abdominal,
and Radiological Devices
510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 5 of29



Siemens Medical Solutions USA, Inc. ACUSON SequoiaT
M Ultrasound Syslem

Siemens Medical Solutions USA, Inc. Special 510(K) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: EC1Mc5

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M pWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal

Abdominal
lntraopenative
Abdominal
latraoperative
Neurological

Pediatric
Small Organ
(specify)*

Neonatal Cephalic

Adult Cephalic
Cardiac

ITrans-esophageal
Trmnsrectal P P P P P

Transvaginal P P P

Transurethral
Intravascular

pea ipher al Vessel
Laparoscopic
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)

]Other (specify)

P=previously cleared by the FDA under premarket notifications #K02114, # 22567, and

#K002807.

Additional Comments:
· Combination s include: B+M. B+PW D , B+ Color Doppler. B+M+ Color Doppler.

B+PW D+Color Doppler. B+CWD+CoIor Doppler. B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+-iCWD+Power Doppler. B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal.
and Radiological Devices
510(k) Number .- --'' / 9 ·

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6 of 29



ACUSON Scquoia TM Ultrasound Syslem
Siemens Medical Solutions USA, Inc. Special 5U1r0(Io) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: EV8C4

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M pWD CWD Color Powe r Color Combined Harmonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal p P P P P

Abdominal P P P. P

lntraoperativt
Abdominal
lntraoperative
Neurological

Pediatric
Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac

Trans-esophageal
Transrectal

[Transvaginal P p P p PP P. P

Transuredhral
Intravascular
peripheral Vessel

Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051 139, #K041319, #1(32114, #K02256,

#K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD. B+CWD. B+Color Doppler. B+M+ Color Doppler.

B+PWD+Color Doppler. B+CWD+Color Doppler, B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive. Ahd11 "/lS.
and Radiological DeviCeS tsT. 4 9
510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 7 of 29



ACUSON Sequoia"- Ultrasound SYStem
Siemens Medical Solutions USA, Inc. Secial Ul r son System

Ultrasound Division Special 51000 Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 613

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M pWD CWD Colo or Color Combined rmonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P. P

Abdominal
Intraoperative P P P P. P

Abdominal
lntraoperative p p P P. P

Neurological

Pediatric
Small Oegan P P P P P P P.

(specify)**

Neonatal Cephalic

Adult Caphalic
Cardiac P P P P P

Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

peripheral Vessel P P P P P P

Laparoscopic
Musculo-s k elea l P

P=previously cleated by the FDA under premarket notifications #KOSI1139. #K4319, #K0321 14, #1(022567,

#K(002807. and #K(973767.

Additional Comments:
*'Combinations incld:BM +W.BCD + olor Dopler. B+M+ Color Doppler

B+PWD+Color D B oller.

B+M+Power DopplIer.B+PW~D+Power Dopler. B~+CWD+Po~wer Doppler. ~BiClarify VE

*small organ(t

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Pr #ripton.Use(P 21a C#R80109)

(Division Sign-Off)
Division of Reproductive, Abdominal.
and Radiological Devices
5 10() Number

Section 6 Diagnostic Ultrasound Indications for Us, Ferm+ Pg. 8 of 29



Siemens Medical Solulions USA. Inc ACUSON SequoiaTM Ultrasound System
Sv.<ial 510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 8L5

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD r r r Comied Harmonc
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic ....
Fetal__ _-

lntracoperaVe PP p p pP
Abdominal

Intraoperative P p P p P

Neurolorgical
Pediatric

SlFP P

(SpecifyP
Neonatal Ccphalic

AbdultCepalc

Caidiac P Pp

Transitecall
Tnunsvaginal

Transuic ..ra..
Intravasculaur

Pm alVel Pa P' p- p -P P

Latparoscripic

Musculo-skeletal PP p p ppPP

(Conventional)

Musculo-skeletal P p p

(Superficial)
Other (specify)

P=previously cleared byteFAudrpeaktnotifications #1(051139, #K(04 139 #10 14, #K(022567,

#K(002807, and #K(973767.

Additional Comments:
*Combintos icud:BMt+WD-+W.BColor Doppler. B_+M_+ Color Doplr

B+PWD+oo oper -- W+olrDplr +Power Doppler.

B+M+Por Doper. B+PWrD+Power Dope.BCWD±Power Doppler. B-iCaifyV

* t small ogans (brest, teste, thyroid pens

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-OffI
Division of Reproductive, AbdomIna.
and Radiological Devices
510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg- 9 of 29



ACUSON SequoiaT
M Ultrasound System

Siemens Medical Solutions USA, Inc. Special 510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 8L5T

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M pWI) CWD Color Power Color Combined Harmonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal

Abdominal
lntraoperative P P p P. P

Abdominal
lntraoperative P P P. P

Neurological

Pediatric P P.

Small Organ 
P. P

(spcify)**

Neonatal Cephalic

Adult Cqf4aalic

Cardiac P P Pp

Trans-esophageal
Transrectal
Transvaginal

Transurethral
Intravascular

Peripheral Vessel P PP

Laparoscopic

Musculo-skeletal 
P. p

(Conventional)

Musculo-skeletal P P p

(Superficial)

Other (specify) __

P=previously cleared by the FDA under premarket notifications #K051139, #041319,#03214, and # 22567.

Additional Comments:

*Combinations include: B+M, B+PWD, B +CWD. B+Color Doppler. B+M+ Color DopplerO

B+PWD+Color Doppler, B+CWD+Color Doppler. B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doler. B+CWD+Power Doppler. B-Clarif yE

*small organs (breast, testes, thyroid, penIs)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive. Abdomn L
and RadiologiaDece
510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 10 of 29



ACUSON Sequoia'M Ultrasound SystemI

Siemens Medical Solutions USA, Inc Special 510(k) Submirssion

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 13L5SP

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M pWD CWD Color Power Color Combined Harn

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic ....
Fetal

Abdominal

P~~~~~~~~~~~~~~~~~

Intaoperative Pp
Abdominal

Intraopoative P P P P P P

Neurological

Pediatric PP-P p p pP

-- -P- P P P P P P

Smalrn P p p p-- P P P

(specifye**

Neonatal Cepoalic
Adult Cephalic

Cardiac PP p P p Pp

Transt-eDophageal
Transinetal
Transvaginal

TransuCcthral
lntraascuUlar
peripheral Vessel P P P p , pPp*P

Laparoscopic
Musculo-skeletal p, p P P PPPP

(conventional)

Musculo-skeletal P* P iP P PeP ptipI(Superficial)
O0ther (specify)
P=previously cleared by the FDA under premarket notifications #051139,K2 1

Additional Comments:

*Combinations include: B+M. B+PWD. B+CWD, B+Color Doppler. B+M+ Color Doppler.

B+PWD+Color Doppler. B+CWD+Color Doppler, B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. H+CWD+-Power Doppler. B+4Clarifvy E

**small organs (breast, testes, thyroid. penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of Device Evaluation (ODE)-

Prescription Use (Per 21 CFR 80 1.109)

(Division Sign-Off)/
Division of Reproductive. Ab:doffinafl~, '

b1O(k) Number / ,d"..w ev "

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 11 of 29



Siemens Medical Solutions USA, Inc. ACUSON Sequoia TM Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 15L8

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined U armonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Inmging

Ophthalmic
Fetal

Abdominal
lntraoperative P P P P P P P P

Abdominal
Intraoperative P P P P P P
Neurological

Pediatric P P P P.~~~~~~~P* P.
Sm~allOrgan P P P P PP
(specify)*

Neonatal Cephalic

Adult Cephalic l e pP____
Cardiac P P P

Trans-esophageal - - -

Transrectal
Trans vaginal

Transurethral
Intravascular

Peripheral Vessel P P P P P P* PP
Laparoscopic
Musculo-seletalP P P P P P. P

(Conventional)

Musculo-skeletal P P P P P PP

(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567.

#K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD. B+CWD. B+Color Doppler. B+M+ Color Doppler.

B+PWD+Color Doppler, B+CWD+Color Doppler. B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+Clarif¥ VE

**small organs (breast, testes. thyroid. penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal
and Radiological Devices
510(k) Numberw _ . .

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 12 of 29



ACUSON SequoiaT M Ulhrasound System
Siemlens Medical Solutions USA, Inc. Special 5 10(k Subm~isMion

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 15L8w

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD Color Power bned rnic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal p P P p

P P P ~~~~~~~~~~~~~~~~~~~P. P
Abdominal P P P

In rative ~ P P P
Abdorninal ~~ ~~~~~~~P* P-

Intraoperative p p P P

Adurltgicqalc

CardiacP P P P

Tn Ora ganesoP P P

Trastectfal
Perdipeal Vessel - P P P P

P

Laparoscopic

Mscuo-skelea P P P PP
(Conventional)

Musculo-skeletal ~P P P* P P ~~~~~~~~P

(Superficial)
Other (specify)

P=previously cleared by the FDA under premarket notifications #K05 1139.4*1(041319,4*1K032114, #1(022567,

#K(002807, and #K(973767.

Additional Comments:

*Combination B Dpler B+M+ Color Doppler -

B+PWD+Color Doplr HCD1olrDoper W-owrDoper. ~
B+M+ower Dopler +PWD+Power DQopler. ~B4CWD+~Powe Doppler B-iClarify E

**small organ

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(DivisionSinOf
Division of Reproductive.bt~~
a]o nadvolnicalDv s

510(k) Number

Secion 6 Diagnostic Ulrasound Indications for Use Form Pg. 13 of 29



ACUSON Seq uoia
T M Ulhrasound Syslcm

Siemens Medical Solutions USA, Inc. Special 51U(k) Submission

Ulrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: V5M TEE

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M pWD CWD Color an
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic ....-

Abdominal P p P PP ~~~~~PP
Intmoperative
Abdominal
ntraopieravc

Neurological 
P.

Pediatric PP P P p P

- P- P' P P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac PP p P P.
~~~P P PPP

[Trans-esophageal P P p P p .P

Transuredal
Transwrehral
Intravascular

Peripheral Vessel
Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052021, #K051139, #1(41319, 2114,

#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M. B+PWD, B+CWD. B+Color Doppler. B+M+ Color Doppler.

B+PWD+Color Doppler. B +CWD+Color Doppler. B+Power Doppler.

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler. B+Clarifv yE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, AbdominL
.3nd, Radiological Devices
51 k) Number

Section 6 Diagnostic Ultrabiiindindications for Use Form Pg. 14 of 29



Siemens Medical Solutions USA. Inc. ACUSON Sequoia"
T Uhrasound System

Ultrasound Division Special 51I(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: V7M TEE

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A BI M PWD CWD Color Power Color Combined Harmonc

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal

Abdominal P P P P P P P

Intraoperative
Abdominal
lntraoperative
Neurological

Pediatric P p P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic -P PPP
Cardiac
Trans-esophageal P P P P P

Transuretal
Transvaginal

Transutthral
Intravascular

peripheral Vessel

ILaparoscopiC
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, and #- A 22567.

Additional Comments:
*Combinations include: B+M. B+PWD. B+CWD. B-Color Doppler. B+M+ Color Doppler,

B+PWD+Color Doppler. B -CWD+Color Doppler, B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+Clarifv VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1.109)

(Division Sign-Off)
Division of Reproductive, Abdomialh,

nrAPninlqialDevices ,'

51 Ok) Number , ,

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 15 of 29



ACUSON Sequoia
TM Ultrasound S},sten,

Siemens Medical Solutions USA, Inc. Special 510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: V7B TEE

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

IClinical Application A B M PWD CWD Color Power Color Combined Hroir r ~~~~~~Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic- .....
Fetal
Abdominl p p p p_ p

Intraoperative
Abdominal
Intraoperaflv¢
Neurological

pediatric PP p p ppp. p
P ~~~~P PPP

~~P

Small Organ
(specify)

NeonataCal C.mmphaic

IAdult Cephnlic
Cardiac Pp p p P pp

Trans-esophageal P PDprp pop P P
Transrectal
Transvaginal
Transurethtal
Intaavascular
peripheral Vessel

iConventionalComme :)
BMWDs-Color ope. BskeDletarDoper +Pwr oplr

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off
Division of Reproductive, Abdominal,
and Pdiioqical Devices

OM Number (spcif

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 16 o,29



ACUSON Scquoia'
M Ultrasound System

Siemens Medical Solutions USA, Inc 
Special 510{k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 3V2c

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M PWD CWI) Color Power Color Combined Harmonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic

~~~~~~~~~p

Fetal'PP P P P p

Abdominal ~~~~~~P P P p pPPp

lntraoperative
Abdominal
latraoperative
Neurological

Pediatric p--p-P P P P .

Small Organ
(specf)**
Neonatal Cephalic

Adult Cephalic P P P p P P

Cardiac pp p p P pP.p~~~~~~~P P

Trans-esophageal
Transfrecal
Transvaginal
Transurethral
Intravascular

Peripheral Vessel
Lapaioscopic

Musetlo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other(specify)***P P P P P p.

P=previously cleared by the FDA under premarket notifications #KO13 01319, #K(32114, and #9022567.

Additional Comments:
*Combinations include: B+M. B+PWD. B+CWD, B+Color Doppler. B+M+ Color Doppler,

B+PWD+Color Doppler. B+CWD+Color Doppler. B+Pow er Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+Clarifv VE

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive. Abdgmifa 4!_,
and Radiological Devices . 'l//7t

,. ;i<T Number - "2-

Section 6 Diagnostic Ultrasound Indications for Use Fonm Pg. 17 of 29



ACUSON SequoiaT M Ulrasound System
Siemens Medical Solutions USA. Inc Special 5 10(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 4V1

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M pWD CWD Colwer or Combined Harmon
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
PP p P P P P.

Abdominal P P p p P p1A ria ~~~~~P P P P * PPP

Intiaoperative P P P P P P P.

Abdominal
lntraoperative
Neurological

Pediairic PP p p pPp P P

Small Organ
(speify)**
Neonatal Cephalic

Adult Cephalic

Cardiac P P P P P 
P

[Trans-esophageal
Transrectal
Trans vaginal

Transwrethral
Intravascular

peripheral Vessel - P P P p ppp

Lapamscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, 1319, #K032114, and #1022567.

Additional Comments:

*Combinalions include: B+M. B+PWD. B+CWD, B+Color Doppler. B+M+ Color Doppler,

B+PWD+Color Doppler. B+CWD+Color Doppler. B+Power Doppler.

B+M+Power Doppler, B+PWD+Power Doppler. B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal.
and Radiological Devices A 2 )
61 k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 18 of 29



Siemens Medical Solutions USA. Inc. ACUSON SequoiaT Ultrasound System

Ultrasound Division Speial 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 4Vtc

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M PWD cw Color Powe r Combined Harnonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal PP P P p p

Abdominal P P P p P P

Intraoprative P P P P P P

Abdominal
lntraoperative P P P P P P

Neurological

Pediatric P p P

Small Organ
(specify)*

Neonatal Cephalic

Adult Cophalic P P P P P *

* eCardi nat 
P 

P

[ Transrec-al
Transvanical

intravascular
P ~~~P* P

"l rteptpic
Musculo-skeletal
(Conv~entional)
Musculo-skeletal
(Superficial)

Other5(specify)' ' * P P P -

P-previously cleared by the [DA notifications 251139,#K041319,9#K32114, an9

Additional Comments:
* Combinations include: B+,BPD B+WD +CorDpler, B+M+ Color Doppler,

B+PWD+Colo Do p pler, +W+oo opeBPwrDplr

· **neonatal cardliac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive,)Adilln,_

5l (Ak) Number - 7M"~ - w'_

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 19 of 29



ACUSON Sequoia'T M Ultrasound System
Siemnens Medical Solutions USA, Inc Special 510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 4V2

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B IM PWD CWD Color Power Colo r Combined Harmonic

Doppler (Amplitude) Velocity (Specify) Iraaging

Doppler Imaging

Ophthalmic
Fetal P P P P

-Abdomial -P -P -P P PP P p

tntraoperative
Abdominal
lintraoperative
Neurological

Pediatric P P P P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac

ITrans-eophageal
Transrectal

ITrns vgi fak
Transwrethral
Intravascular

peripheral Vessel
Laparoscopic
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114. #K(22567,

#K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD. B+CWD. B+Color Doppler, B+M+ Color Doppler.

B+PWD+Coior Doppler. B+CWD+Cotor Doppler. B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler Doppler. B+Clarifv VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive Abdo naL
'31& Radioloytali
510(k) Number vices

Section 6 Diagnostic Ultrasound Indications for Use Foun Pg. 20 of 29



ACUSON Sequoia
TM Ultrasound Syscm

Siclemen Medical Solutions USA, Inc, Special 5 10(M Suhmission
Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 5V2c

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Apraliction A B M PWD CWD Color

CardiaclPP P P P P P P

TAbdoaminal

Intunt~~~~~~~~~~~opper (mpitue)Vlct(SeiyImgn

ONpurthlical

Pedribda P P P P P P P

smal~~~~~~~~~~~~~P Pra

aaperopive

CNvenn tioneptali

Ad o-in e al

Tnaprativ

Neuroogicial

PeiatrivacuP*p

er(speify* VeTsel

ANdetionatl Comments

MuAdo-tkCephali

nnaecardiac P P P

P~pevius clare byConcDAurrner ofeCDrk. nofifice fDvc vlations K519 9 (KODE)4 K025

Trans~~~~~~~recrptonhUsea(el1 F 011Tra02 and 7inofep t b l

Commentsn RadnolcalD

*Comb lork) N mb r __ _ __ _ __ _ __ _ _

Section 6 Diagnostic sounndricaip h onsUse(er a 2 essel PenR Pg 21 f P P

(C~~~~~~~Dvsonvo enrdtctile bornal
Muscu ~ ~ ~ ~~an atilo-skelDevice

(S~~ O umberficial)ow

S~pevtiously clearedtby t h etFDA nde pr m rke oifications, #K051FrmP 139 of04329



Siernens Medical Solutions USA, Inc. ACSNSpc~ialM Ultrsoun Sybmstemn

Ultrasound IDivisionSpcl 
1()Smiso

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 7V3c

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Applicatio A B M PWD CWI) Colr Pwr Clr CombDed Harmnoni

Clinical App ~ ~ ~ ~ ~ Doplr (Am ltd) Vlct (Specify) Inmaging

FeAlP p p PP P.

[rntracopenaitP d

Abdominal ePP.

Neurological

(specify)"

NoAdult CephaitcP

Cardiac pp p P ppP

Transrectal
Transvaginal
Transurtfthra
Intravasular

Peripherl Vessel - PP p p ppp

Laparoscopic
Musetulo-skeletal
(Conventional)
Musculo-skeletal
(Supedficial)

Othser (specify).. P P P l~ PP p.

P=previously, cleared by the FDA under premaktntfctos#0l139. #K0413 19. #1(32114, #K(022567,

#1(002807, and #K(973767.

Additional Comments:
*'Combinations nld:BM +W.BCD -- oo Dopfler. B+M+ Color DoplP.er.

B+M+Power oper B+W+oe Dole.BW+Power Doppler. B-iClariy V

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

prescription Use (Per 21 CFR 80 1. 109)

(Ptvisiofl Sign-Off)
'D;Vbor.of Reproductive. Abdomninall.
artd Radiodogical Devices

510(k) NumnberE~ ~

Section 6 Diagnostic Ultrasound Indications for Use Formt Pg. 22 of 29



ACUSON SequoiaT
M Uhasound System

Siemens Medical Solutions USA, IncA Special 510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 8V3

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M PWLI CWD Color Power Color Combined Harmonic

Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P1' P P P

Abdominal P P P P P P p P

hartaoperative P P p P P P1
Abdominal
lntraoperative P P

Neurological

~~~~~~~~~~P P* PP

Pediatric P
Small Organ
(spercifyP

Neonatal Cephalic - P P P P P

AdultNephalicpP

Cardiac 
p. p

~~~~~~~~~~P PPPP

(SmallfOigan

Tnr(spec ify)*a

Transvagnal Comments:

MNeonatal c

(ConventionCol)urrence of CDRH,_ OffceofDevceEvluaio (DE

Mtiscu 10-skelcepionUstalr21CF 81.09

P~prviosly leaed bthFD under pRemprkeotifcations #A0513,d10431, n #(0214

Additional Compen: i o

Ctnn6 cardiac p, p

I~ ~ ~~~~ocrec ofCrHOfie fDeie vluton(DE

I~ ~ ~ ~ ~ ~ c~dOo~a eie Tranagal

I~ ~ ~ ~~~50k Numberhra

pecrion6Digotielralon IniatosfoUsel For Pg 23of2



Siemens Medical Solutions USA, Inc. ~~ACUSON SequoiaTM Ultrasound System

Ultrasound DivisionSpca 
0()umiso

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 8V5

Inended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

ClnclAppliction A_ B M PWD CWID Color Pwr Cor Cmbnd Hmni
Doppler (Amplitude) Velocity (specify) Imaging

Doppler Imaging

Ophathalmic
Fetal -P P p -P P PP. P

Abdominal ~~~~P p -p p P P P. p

Intraopefltive ~P P p p pp P. P

Abdominal

lntrtaoperative Pp p p Ppp
Neurological

Pediatric - PP P p pP P.p

Small Organ
(specify)**____

Neonatal Cephalic - pP P P pPp

Adult Cephalic - --

Cardiac PP

Tranrr ectal _ _ _ _ _ _ _ _ _ _

Trinsurethral _ _ _ _ _ _ _ _ _ _

Laparoscopic ____

Musculo-skeletal
(Conventional) ____ ____ ______

Musculo-skeletal
(Superficial)

Other(speizify)* t * - Pp p P P P P ____

P=previously cleared by the FDA under premnarket notifications #1(051139, #1(041319, #1(032114, #1(022567,

#1(002807, and #K(973767.

Additional Comments:
*Combinations include: B+M. B+PWD. B+CWD. B+Color Dopp ler. B+M+ Color Doplr

B+PWD-sColor Dope.BCDCrDope.BPwrDpler.
B+M+Power Doppler, B+PDPwrDplr +W+oe ope.BiCaiyV

***neonatal carda

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Divisioin Sign-Off)
!' if Reproductive, Atbdinal.

aiw; Radiological Device
510(k) Number

Section 6 Diagnostic Ultrasound Indications for use Foxm Pg. 24 of 29



ACUSON Sequoia
TM Ultrasound System

Siemens Medical Solutions USA, Inc Special 5U1rOu Submission

Ulhrasound Division

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 10V4

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A B M pWD CWD Color Power Cor
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic - -

Fetal PP P p Z - -' -~ - -P * P p

Abdominal P P P P P p
A ~~ ~~ ~~~P P P

lintriopmt VC ~~~ ~~~~~P* P
lnsraoperative Pp p p p P P*

Abdominal
Intrioperative P P p
Neurological

pediatric pP , p ppPP P P P ~~~~~~P.
Smiall Organ P P p p P pp~~~P P P P

(specify)O*

Neonatal Cephalic P P P P P
~~~~~~~~~~P.P

Adult Cephalie
Cardiac PP P P P

Transophageal
Transrectal
Transvaginal
Transurethral
Intravascular
peripheral Vessel
Laparnscopic

Musculo-skeletal
(Conventional)

(Superficial)

Other(specify)** P P P P pPp

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K(321 and #K022567.

Additional Comments:

*Combinations include: B+M. B+PWD. B+CWD. B+Color Doppler. B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD4Color Doppler, B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+Clarify VE

**~small organs (breast, testes, thyroid. penis)

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE) -

Prescription Use (Per 21 CFR 801.109)

(Dlvii lSgnOf

Diil of ReprOduct iAbdominal
~(4~t I Device

510(k) Number ---- -''..
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Siemens Medical Solutions USA, Inc. ACU SON S peuoiaT MUlasound System

Ultrasound Division Special 510k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: AUX CW

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A Bt M PWD CWI) Color Power Color Cmbin Harm
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal
Abdominal
lntraoperative
Abdominal
Intraoperativc
Neurological

pediatric P

Small Organ
(specify)**

Neona Cephalic

Adult Cephalic
Cardiac P____

Trans-csophageal
Transrectal
Transvaginal
Transurethral
[ntravascular - ___

peripheral VesselP
Laparoscopic

Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K(22567,

#K002807, and #K973767.

Additional Comments:

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) 4
FlDsision Of Reproductive, Abdoilnal

81 'adiological Devices

510(k) Number
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SictaChS Medical Solutions USA. Inc ACUSON SequoiaT M Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: Sequoia Ultrasound System

Transducer: AcuNav (IC1OV5 or 10F) Ultrasound Catheter

Indications for Use: The AcuNavTM Ultrasound Catheter is intended for intra-cardiac
and intra-luminal visualization of cardiac and great vessel

anatomy and physiology as well as visualization of other devices

in the heart.

Clinical Applcation A B M W D CWD r ~ -,~Color
Doppler (Amplitude) Velocity (Specify) Imaging

Doppleir Itmaging

O phthalmic
Fetal
Abdominal
Intra lptive
Abdominal
(Cntopenativo

Neurological
pediatric
Small Organ

(Specify)**
Neonatal Cephalic

Adult Cephalie

ItCardiac ) T P P P p

Transrectal
Transvaginal
Transurethral
Intr-lumia
pcipls~,al Vessel
Lapuarousie.opic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)
Other (Intra-Cardiac) PPPPPP

P--previonusly cleared by the FDA under premarket notifications # 51139, #K033650,K 39, andK961

Additional Comments:
*Combiain nld:BM BPD B+WD BolrDpler, B+M+ Color Doplr

B+PWD+Color Doppler. B+CWD+Color Doppler. B+Power Doppler.

B+M+Power Doppler. B+PWD±Power Doppler. B+eWD+Power Doppler. B+Clarifv VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

ription Use (Per I CFR 801.109

(Iktiviion Sicln-Of'O
<, r Onf FReproductive, Abdominal,

and Radiological Devices
510(k) Number
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ACUSON SequoiaTM Ultrasound SystcHI

Siemens Medical Solutions USA, Inc Special 510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: Sequoia Ultrasound System

Transducer: AcuNav 8F Ultrasound Catheter

Indications for Use: The AcuNaVTM Ultrasound Catheter is intended for intra-cardiac
and intra-luminal visualization of cardiac and great vessel

anatomy and physiology as well as visualization of other devices

in the heart.

Clinical Applicat i o A BMpWWD D C or Power Colo Comlbined Ha.rmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

OphtChalic
Fetal

A.bdoninal
In niopnaive
Abdominal

ntrumtoperaive
Neurological

Pediatric

(Cnvntoal) Organ__

(Specify)* *

A iNeonata l C ents:

P P P

Trans-esophga
Trmnsrectal
Transvagia
Transuretha

B+ , -P P DopP P p Pr
Peripheral Vessel

Laparosco~pic
Musculo-skeletal
(Conventional)
M usculo skeletal

~~~~~~~rsio (Sperfi cFSial)

aOth~er (f lIhi Sig-c) P P AP
P--previously cleared by the FDA under premarket notifications #K051139, and #K042593

Additional Comments:
*Combinations include: B+M, B+PWD B+WBClDp ler, B+M+ Color Doppler.

B+PWD+ColorDplrB+D+ooDopeBPwroper
B+M+Power DplrB+W+oeDope,+C+Pwer Doppler,. B+lfy VE

(PLESE DO NOT WRHTE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

]Presotip~on SJ~e (Per 21 CFR 801.109

S10nk) Number ltraoun
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ACUSON SequoiaTM Ultrasound System
Siemiens Medical Solutions USA, Inc. Special 510(k) Submission

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: Apollo

Indications for Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical A B M P WD CWD Color Power Color Combined Ohr te: Ohrwer Color in n rOthr: Othr: Other:

Application Doppler (Amplitude) Velocity (Specify) mooic Real

Doppler Imaging Imaging Fine
3D

oetal P.P P . . PP .. pp
AbdoinalP p P P PPI P

* p

'aopeat P P -p P P P p_

Intraoperative
Neurological

Pediatric p P P P p

Small Organ
(specify)*

Neonatal
Cephalic
Adult Cephalic

Cardiac PP P P P P PP

Trans-esophageal
Transrectal

ITrans vagi nal _ _

ITransuet heal
Intravascular

~~~~~~~~P*PPerpheral Vessel P P P P P P
Laparoscopic
Musculo-skeletal
(Conventional)
Musculo-~skeletal
(Superficial)
Other P P P p

(s~~~ i
I(specify/)*.*
P=previously cleared by the FDA under premarket notification #K051139.

Additional Comments:

*Combinations include: B+M. B+PWD. B+CWD, B+Color Doppler. B+M+ Color Doppler.

B+PWD+Color Doppler. B+CWD+Color Doppler. B+Power Doppler.

B+M+Power Doppler. B+PWD+Power Doppler. B+CWD+Power Doppler. B+Clarifv VE

**small organs (breast, testes, thyrod, penis)

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

P cription Use (Per 21 CER 801.109

(Division Sign-Off)
Division of Reproductive. Abdom1inal.

510(k) Number -- 724 "5 -
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